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2. sitTfsT sfrr SHTTSTT HFHft' 1945 ^ W |) % 59 #,— 

(TI) (2) TT “4T ^ ^ ^TP^ I 

(W) (4) afkTT ^f%4T ^IM.4I I 

3. ^ 62w % (2) % TT ”4T 441^^” ^ ^ f%4T ^ I I'M I I 

4. ^ Pl44l' % 62^ TT,— 

(TI) ^4^44 (1) TT “4T h41 + <'J|” ^ ^ ^|L)4I; 

(W) W^TI TT ^ f%4T ^|il.4l I 

5. ^ 63 % T«TTTTT PlHplf^d W ^IM,4I, aisilci;:— 

“63. sr^^rf^ ^ 3^1%.—(1) WT 20, 20TI, 20W, 20WS, 20^, 20^, 21, 2lTi, 21w afTr 
21wii' TT ^nft ^ ^ 3r5?rf^ ^ ^ ^ ar^fTFR Tlf^^Tft ?ITI 4T pff TIT ff ^IT4t |, TT" 

f^fsTTRi T|4t arjfrf^snft' ^nff f%TT ^ ^ crifN" ^ ^trt^ tpt ai^ % 
aiwr- ^ ^ ^lPlT4 (2) TT 31^51 #fl WI TIT ^ I I 

(2) ^lf4T4 (1) TT ar^flf^ Tf^’srnn #fl ^ ^ % f^rr 3T^%^ 

#fI%'H4^^4 fl^ I 

(3) Tf% aT^frf^g-rft ^lPlT4 (1) TT T'TiPiR'y TlfN" ^ TT ^ ar^flf^ Tf^’SITTW #fl 
wu TiT^- TT aimiTr T^ I t 4 T^ T^n fm tt wr % f^rr, ^ Trm ai^ ar^fif^ #fi % 

Tt Tf^^TT" TT TT ^RtRicI f%TfT % HIT" ai^?tR Tf^’SITT’T TT HTTT TIT^" % Rpr ^T^ff ^[rn" 
afk ^ #fl TT HTFT T" TIT^- # ar^flf^ T^ TIT 4t T^ I 

6. TTE63TI afrr63WTT ^ f^iTT ^IM,TI I 

7. TtE f^TFff % 64 TT,— 

(TI) “TT H-flt-T” ?I^ TT, ^-Tlff ^ % a# f, ^ f^ITT ^ILiTI; 

(W) 4lPlT4 (2) #,— 

(i) “TT 441^4” TT ^ f^ITT ^IM.41; 

(ii) % T^ W^nTT “TT 441^4” TT^f^ITT ^IM.41; 

8. TTP f^Trrf % 65 TT, “TT TffnFT” TT, tReT TTTTf TT, % ant |, TftT f%TT ^ 111.41 I 

9. TTH ftrrtf % ftTF 65TI % T^TRI; PlnRlf^T ftTF atT:TTTftT f%TT ^111,41, aTTfr;,— 

“65^. arjTMT % TTTTTT % ftr; ftftw.— ar^friTT Tiftruft, w wr % arttr ar^frr Tetri 
tRtt TT, aifllRTT t ai-#n ftft^ ^ITT ap^fift tt ^itf afTr arflrftTT' afTr IT ftrrtf t 
TTtsff t ai^HMH tt TTTTftr nrt t ftrr i^nttTITtTITT^TIT ftft^ T<IM,4I I” 

10. tth ftrrtf t ftTT 68TI t,— 

(TI) TT^ ^fttn t, “TT TtfnTT” TT^ftTT 4IM,4I; 

(W) “TT 441^4” TT, tftf TTltf TT, t ant f, tt?ftTT ^IM.41; 

(T) “TTTtfnTT” TT, t ant |, tfTftTT 4IM.4I; 

(T) 44plTT (2) t w (iii) TT tfrftrr ^im.4I; 

(T^) “TT 441^4” TT tftf TTltf TT t ant f, tfT ftTT 4IM,4I I 
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11. 

(^) (1) #, “TO h41'+<'J|” ^ ^ TOTOT; 

(Ti) TOrf^TO" (2) #, “TO 3r5?rf^ % h 41'+<'J| % spfrorrsf” to, % ant f, ftro totot; 

(^) TOftro" (3) TO ^ ftro totott i 

12. ^ftTOff%ftTO'69^%TOftTO'(1) t,— 

(^), “TO ^rtfroro” to ftro totot; 

(W) TO% TOT^nr TO ^ ftro TOTOIT I 

13. tftro'/l t,— 

(nr) to^ t, “TO ^rtfroro” to ftro totot; 

(w) “TO TO ftro totott i 

14. ^Pl44l' %ftTO'7l4Tt,— 

(nr) TO^ t, “TO ^rtfroro” to ftro totot; 

(w) “TO TO ftro totott i 

15. ^ Pl44l' % ftror 71 w t,— 

(4T) TT^ t, “TO ^rtfroro” to ftro totot; 

(w) “TO TO ftro totott i 

16. ^ft^ %ftro" 72 %^TOTTto: RinRif^d ftror tto totott, ar^fci;:— 

“72. srjfrft tt 3T^.— 

(1) nror 25, srror 25w, srror 25^, srror 28, srror 28w, afrr nror 28^ t TOft tt ^ ar^frft ^ tot 

^ ar^TOTO nTfsTTOft" TOO- TO 7^ ^ TOT tt" TOtt f, TO ftfsTTOTO 7|tt ^ aT^fTf^gift TO% 

TOft f%TT ^ ^ nrfN-1 TOtnr TORTOff tN" ^ tt aTO^ % arroro t 'jt TOftro (2) t ftfts 
arjfrft nftsTOTO ^ TOTT to: tro 11 

(2) TOftro (1) t ftff^ ar^frft srftsTOTO ^ ttt % ftrr 3Tt%^ ^ % 

TOT^TOftft- I 

(3) ^ ar^frftsrrft TOftro (l) t toiRR'^ ftro TOfN" tt to to% ^ ar^frf^ stRstoto ^ tott 

TOt-1 aRTTOT 7^ t tt ^ TOtnr TOTT TO TO% TOH" % ^ thTT tt a^fsT TO, ar^frft ^ % tt 

^TO tt TO TO iR+Rid ftro ^ ar^frft srftsrrro ^ to tror to^- % Rnr ftro afr7 
Rtt TO tror ^ TOt- tt TOH t ar5?rft to ^ TOnft TOroft i” 

17. TOTTftroff %ftro 73 afr7ftro 734TTO Rto ^IM,4I I 

18. TOTTftroff %ftro 73TOT% 7TOTTTO R+^RlRd ftTOT7TO 4IM,4I, arnfci;,— 

“73TO. ^TO7 3T^5T% tt arofsr.— 

(1) nTOr25TO TO^28TO afr7 nror 28TO t TOft tt ^ ar^frft To To ^ ar^TOTO TOftroft 
TOTT ftTfftrr TO 7^ ^ TO tt" TOtt |, TO ftfsTTOTO 7|tt ^ ar^fTf^TOft TOI% TO^ Rttt ^ ^ 
TOfN" t TOtnr TOTTTOff tN" ^ tt ar^ % arTOTTTT t 'jt TOfftTOT (2) % arttr ftffs ar^frft TrftsTTTO 

#?ttottto trot I 
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(2) (1) TT 31^51 srf^STR^ #fl ^ ^ % f^rr 3T^%^ H^fsTT #fl % 

I 

(3) ^ 31^51 grift (1) fr wifN" ^ m ^ 31^51 nt srf^sTR^ #fi wu 

fr 3THW -fm ^ wr % ffn^, ^ ^tth ^t 3 t^ nri, 31^51 nt #?i % ft 

^t ^ TT ^R+Rid #fi % 31^51 ftt srff str^ #fi tt TRf % ffpr ^ift ftn 3frT 

#?I TT ^ TRf ^t fr 31^51 R) TR ft ^ ^TP^ I” 

19. 734^ %ffTrffr%TPRT 3i^;T«TTffRff^T ^IM,4I, 3Tsrfci;:— 

“73w 3i^5|Rl 1 %tt ;3nf aftr 3|^HHH % ^TRim % t^ftSTT.— (1) WT 25, WT 
25TI, WT 25W, WT 25^, WT 28, WT 28TI, WT 28 it, WT 28R 3frT WT 28^ % 3rftT 

3I^?int 5R5T f%TT ^ ^ Tjf TffHft TT w 3Tf^ffTrR- % arftr f^fN" HTTTT 3frT TIW HTTTT ^ITI 

ffftSTTI ^RT ^ ^ ffft^ f%RT ^ 111,41 I 

(2) RTff^(1)%3TftR 31^5^1 TffHffTT, %^fk HTTTT 3fk TIW HTTTT ^RT ffft^ 
^RT ^ ^ 31^51 R) ^t ^iff 3frT 3TfglRl44 3frT IR % RPfsff % 3 I^l|HH ^ -Hc4lRd 
TRf % ffpr ffft^ ffpTT ^ 111,41 I” 

20. RTF73I3' TT RtRffpTT ^IM,4I I 

21. RtF rt44l' % 75 FT,— 

(TI) ^4pl44 (1) #,— 

(i) “RT H'fl'F'l'JI” 3fk“RT 3l.^5|R)f|' %H41cb<u| % ^I^TTRtrrffpTT ^IM,4l; 

(ii) 4<-^'F TT^ffRT ^IM,4l; 

(W) ^4PI44 (2) FT,— 

(i) “RT h 41'F<'J|” 3frT“RT 3l^5|R)f|' %h41+<u| % ?I^TTRtRf%RT ^111,41; 

(ii) TT^ffRT ^IM,4l; 

(4') ^4PI44 (3) FT ,— 

(i) “4T Hfl'F'l'Ji” 3frT“4T 3I^5intff % h 41'F<'J| % yft^Hlf” ?Rft TT RtR f%4T ^ I M,41; 

(ii) 4<-^'F TT^ffpTT ^IM,4I I 

22. RTF Pl44f % 75TI FT,— 

(TI) ^4pl44 (1) #,— 

(i) “4T pftTRR” 3frT “4T 3r5frf^ %pftTRR% ?Rff TTRWf%4T ^IM,4I; 

(ii) RR% TTRtRffpTT ^IM,4I; 

(R) RTffRR'(lR) FT,— 

(i) “4T pftTRR” 3frT “4T 3I^5intfl' % pftTRR % ?Rff TT ^ f%4T ^IM,4I; 

(ii) RR% W^RTTRtRffPTTRTT^ I 

23. RtF % ffRR- 76 FT,— 

(R) TT^ ft, “4TpftTRR” ?Rff TTRtRf%4T ^IM,4I; 

(R) 3TTt1frR Wr FT “4T 441^4” ?Rff TT^ffpTT ^IM,4I I 
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24. ^ 764T % TT^ # “TO ^rffTOTOT” TO ^ f%TO ^IL!,4I I 

25. ^ f^roff % f^TOT 77 TO ^ f%TO 4IM,4I I 

26. ^ f^roff % f^TOT 79 #,— 

(4T) TO^#, “TO^rffroro” to^ f%TO 4IM,4I; 

(ii) “TO TO^f%TO ^IM.41 I 

27. ^f^roff % f^TOT 83, f^TOT 834T afk f^TOT 83TOT TO ^f%TO 4IM.4I I 

28. ^ f^roff % f^TOT 844T #,— 

(i) TO^ #, “TO TO^f%TO 4IM,4l; 

(ii) “TO TO ^ f%TO 4IM.4I I 

29. ^f^roff %f^TOT 84W %TOTTf^TOT- 3TO:^TOf^f%TO ^IM,4I, 3Tsrf^,— 

“847r. sr^TOTOT % TOTOTOf % ^-TOf^qf^, ar^frf^ TOf^TOft TO 

ar^TOTOT TOfsTTOft" W TOTT % ar^TOT ^TOTOT TO arf^f^TOT- % arfh" TOTO7 afTr 

TOTO TOTO7 TOTT TOTT TOT ^ aT 5 ?rf^ ^ ?Tcff affr arflrf^TOT affr TOT f^TOTf % 

TORSff % ar^TOTOT ^ TTTOtRtT TO:^ % f%TO ^TOfTTTOT^TOTT^TOT TOTTOTT I” 

30. TOP f^roff % f^TOT 85 % TOrf^TOT (2) TT “TO TO ^ f%TO TOTOTO I 

31. TOP f^roff % f^TOT 138 #,— 

(TO) TOrf^TOT (1) TT, “TO 441^^1” afrP “TO ap^fri^ % ^TffTOTOT % TOftTOTOsf” TO ^ f%TO TOTOTO: 

(W) TOrf^TOT (2) TO pftTO f%TO TOTTOTT I 

32. TOP f^roff % f^TOT 138TO #,— 

(TO) TOrf^TOT (1) TT, “TO 441^4” TOpftTOf%TO ^IM.41; 

(W) TOrf^TOT (2) TOpftTOf^TO ^IM.41 I 

33. TOP f^roff % f^TOT 139 #,— 

(TO) TO^ ?Mto TT, “To 441to<'J|” tot pftTO f%TO 4IM.4I; 

(W) aptf^ TOTOTT “TO 441^4” TO^f^TO ^IM,4I I 

34. TOP f^roff % f^TOT 139TOTO #,— 

(TO) TO^ ?Mto TT, “To 441to<'J|” tot pftTO f%TO 4IM.4I; 

(W) “TO 441^4” TO pftTO f%TO ^IM.41 I 

35. TOP f^roff % f^TOT 139TOTO #,— 

(TO) TOrf^TOT (1) TT, “TO 441^4” TO pftTO f%TO 414,41; 

(W) TOrf^TOT (2) TT, “TO 441^4” TO pftTO f%TO 414,41 I 

36. TOP f^roff % f^TOT 139TOTO TT “TO 441^4” TO pftTO f^TO 414,41 I 
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37. WT ^ I 1, 3T«lf^ — 


“140. sr^flf^ # 3T^.— (1) WT 32, WT 3241, afTr WT 33 TT ^Tlft ^ 44i 4^ 

ST^fTFR- ^TfsTTTft- 4RT Pl^'Rd 4T 4ff 4IT ff 47^ f, 44 f%f^4F4 4f% ST^frf^srift' 44% ^ift 

f%TT 41% %t 4Tf%4 % 4r%41 4 tR4%T tN" 4% %t 3T4f% % 314414 % ^ 44f%44 (2) % f%ff^ 

3r5?rf% 4f%£n44 #4 44T 44 %ri 11 

(2) 44f%44 1) % f%f%5 3P5frf% 4f%srr44 #4 %%t 3r5frf% %t 4^ % f^rr 3T%i%r4 44f%4 
#4%44^ft%t I 

(3) 4f% 31^51 f^srrft 44f%44 (1) % 44Tf%f%4 f%44 WlfN" %t 4T 44% ^ 31^?%^ 4f%SrT44 

#4 44T 44% % 314441 | %t 4^ 4c%41 4T4 4T 44% 414 % f%TT, ^ Trr4 %t 3T4f% 44, 31^?%% 

#4 % 4t 4f%?T4 %t 47 47 iR+Pld f%%4 #4 % 4T4 31^?%% 4f%sn74 #4 44 4414 44% % f%TT 
44% ft4T 3fk %%(■ #4 44 4414 4 44% %t 4m % 3?^?%% 7^ 44 ff 4% 441% 44^ I” 

38. 4tT f%44f % f%44 141, f%44 14l4 3frTf%44 14144 44 4%T f%4T ^ IM,41 I 

39. 44lf%44%f%44 143%4m4;f%4rf%%d'44Tf%44 3i4:74Tf%4f%4T4TT^, 314%;,— 

“1434. 3i^?|l% %^J7 f%TT 41% 3fr7 3754444 % 44444 % f%5 f%%OT'.— (1) 444 32, 444 324 
3fr7 444 33 % 37%[4 315?%% ^ ^ ^ 4R47f 44 3%l%%44 % 3T%[4 %%%! 47447 3%?: 

Tim 47447 m7I f%54T f%%44 ^71 4^ 44 % f%ft'm4 f%4T 4T54T I 

(2) 44f%44 (1) % 3T%[4 3T5?r4 4ft47f 44, %%k 47447 3fk TIW 47447 ^71 f%54T f%ft'44 
mTT 4^ 44 % 3T5?%% %t 31%: 3%%f%44 3%?: 14 f%4%f % 44%sff % 3T54T44 ^ 44TTf%4 
47%%f%5544%%44%44544I7f%ft'm4f%4T4454T I” 

40. 44 f%4%f %t 3T55%t 4 %,— 

(4) 444 20, 444 204, 444 204, 444 2044, 444 21, 444 214, 444 214, 444 2144, 444 
254 31%: 444 32 %, %4 2 % 74T4 47 444: f%T%%f%4 %7I 74T 4T54T, 3 T 4 I 5 :— 

“2. 4^ 315?%%, ^ ^ ^ W% 5 % f%%f%d' 41 7^ 4ff 47 %■ 4R%, 74F% 44 % f%f%4F4 I 
44%%, 315?%% ?T4f 31%: 31%%% 3fr7 47444 7447% 3%g%%44, 1940 (1940 41 23) 3%?: 3i%%% 
31%: 47444 f%44, 1945 % 444sff % 3T54T44 41 f%S%44 544%%44% 44 54 4K f%4T 
4454 I” 

(W) 444 204, 444 2075, 444 25, 444 2844 3%?: 444 324 %, %7T 3 % 7414 47 444: f%4%%%4 
%7T 74T 4454 , 314 I 5 :— 

“3. 4^ 315?%%, ^ ^ ^ W% ^5% f%%f%4 4T 75 4ff 47 %■ 417%, 744% 44 % f%f%444 I 
44%%, 315?%% ?T4f 3fr7 31%%% 31%: 47444 7447% 3%l%%44, 1940 (1940 41 23) 3%?: 3%4i% 
31%: 47444 f%44, 1945 % 444sff % 3154144 41 f%S%44 544%%44% 44 54 4K f%4T 
4454 I” 

(4) 444 254, 444 28 3%?: 444 28W %, %7T 4 % 7414 47 444: f%4%%%4 %7T 74T 4T54T, 

31415 :— 

“4. 45 315?%%, ^ ^ ^ ^ f%%f%4 4T 75 4ff 47 %■ 417%, 744% 44 % f%f%444 7|7ft- | 

44%%, 315?%% ?T7% 31%: 3l%%% 31%: 47444 7447% 3%l%%44, 1940 (1940 41 23) 3%?: 3i%%% 
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sfk WTST^T 1945 % TOltsff % ar^TITOT TO f^Sflror T^^#TOI^TOIT^TOT f%4T 
^\i\m I” 

(^) WT 25^ afrr WT 28^ ^ 5 %TOTOI^T: f^^rf%%cl^ WT ^IM.41, aTsrf^:— 

“5. 4^ 3r5?rf^, ^ TOT ^ TOT% Pl^'Rd to ^ to: ff to^, TOFft tot ^ f^fsTroro i 
^TO f^, arjfrf^ ?Tcff sfrr sitTTfIr afrr TOTTSR TOroft arf^f^roT, 1940 (1940 TO 23) afrr sMsr afk 
TOTTSR f^TOR", 1945 % TOtsff % ST^TOTOT TO f^^rfTOI T^TOf^TOT^TOTT^TOT f%TO 4IM,4I I” 

(1^) TOTO 284T ^ 34T % TTO^TO ^ WT ^ILiRI, sisiiT!;:— 

“34T. ^ ST^flf^, ^ ^ ^ TO ^ TO ft" TORf), TOFft TOT ^ f%f^TOTO I 

^TOf^, ST^flf^ ?Tcff afrr sitTTf^ afk TOTTTOT -HIRiTl aif^f^TOT, 1940 (1940 TO 23) affr siKfsr affr TOTTTOT 
f^TOR-, 1945 % TOtsff % ai^TOTOT TO f^srfTOI T^^RTTOT^TOTT^TOT f%TO ^I^RI I” 

(R) TOTO 37 RT, ^ 3 %RTO^TO Rl^Rlf^d ^TTO ^IM.RI, aTSTf^;— 

sr^^ftTO, TO TO ^ TO% ^ TO ^ TO f%TO TOTT, TORft TOT ^ f^fsTRITO t|to I 

^TOf^, st^RTTO ?Tcff sfrr 3iKf& afrr totTSR arf^f^roR-, 1940 (1940 TO 23) afrr 3ir^ 
afk TOTTSR f^TOT, 1945 % TOtsff % ai^TOTO TO f^srfroi t^^RTTOT^TOTT^TOR f%TO 
^IR,RI I” 

(T5) TOTO 19, TOTO 19TO TOTO 19TOT afk TOTO 194" % RT TOTTO “TO TOTO ^iffTOTO f%TT 
^ ^ f%TO TOT^ I 

(R) TOTO 21TO TOTO 2lTOr, TOTO 26, TOTO 26TO TOTO 26ii', TOTO 26TO TOTO 26R, TOTO 33 affr TOTO 
334T TO RtTf%TO 4IM,RI I 

(IT) TOTO 24, TOTO 24^, TOTO 24W, TOTO 24^", TOTO 24R, TOTO 27, TOTO 27^, TOTO 27li', TOTO 27^, 
TOTO27TO, TOTO31 affr TOTO 3TO RT,— 

(^) ?M4T RT, “TOTOITO H'fl + T'JI f%TT s;j^ ^^ 

(W) ^ 1 RT “arjTOR'/R'ffTOTO ” % RTO^ TO TOT^T: “ar^TOR’ ?ITO W ^IM.RI I 

(^) TOTO 25, TOTO 254T, TOTO 25W, TOTO 25R, TOTO 28, TOTO 284T, TOTO 28ii', TOTO 28^, TOTO 28TO, 
TOTO 32 afrr TOTO 32^ RT, ^it 1 RT “afrr ^iffTOTOI TO ^ TOTFITO” TO ^ f%TO ^IM,RI I 

[TO. t. T^.11014/6/2017-ft'.3TO.Tft'.] 
fTOT TORT ^TRf, TOf%TO 

ftroro : TJTO f^TOT TOTOI % TTTOTTO RT arfligw TO. T^. 28-10/45-T^ (1), cTlffTO 21 f^TORTO, 1945 TOTO 
UtoRTTO f%TT tott % afrr TORT atf^ TOTtSRT srit^iW TO. TOT.TO.f^. (TO), TOlfN" 

TOTOf%TOTOTOTO I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 

NOTIFICATION. 

New Delhi, the 31st March, 2017 

G.S.R. 319(E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, 
which the Central Government proposes to make, in exercise of the powers conferred by sections 12 and 33 of the Drugs 
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and Cosmetics Act, 1940 (23 of 1940), in consultation with the Drugs Technical Advisory Board, is hereby published as 
required under the provisions of the said sections 12 and 33, for information of all persons likely to be affected thereby; 
and notice is hereby given that said draft rules will be taken into consideration on or after the expiry of a period of forty- 
five days from the date on which the copies of the Official Gazette containing these draft rules are made available to the 
public; 


Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and 
Eamily Welfare, Government of India, Room No. 414 A, D Wing, Nirman Bhavan, New Delhi.— 110011 or e-mailed at 
drugsdiv-mohfw@nic.in ; 

Objections and suggestions which may be received from any person within the aforesaid period will be 
considered by the Central Government. 

DRAFT RULES 

1. These rules may be called Drugs and Cosmetics (_Amendment) Rules, 2017. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 59,— 

(a) in sub-rule (2), the words “or renewal” shall be omitted. 

(b) sub-rule (4) and the proviso thereto shall be omitted. 

3. In the said rules, in rule 62B, in sub-rule (2), in the proviso, the words “or renew” shall be omitted. 

4. In the said rules, in rule 62C,— 

(a) in sub-rule (1), the words “or renewal”, shall be omitted; 

(b) the proviso thereto shall be omitted. 

5. In the said rules, for rule 63, the following rule shall be substituted, namely:— 

“63. Duration of licence. —(1) A licence issued in Eorm 20, 20A, 20B, 20BB, 20E, 20G, 21, 21A, 21B and 
21BB shall remain valid, if licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry 
of a period of every succeeding five years from the date of its issue, unless, it is suspended or cancelled by the 
licensing authority. 

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for the 
grant of such licence. 

(3) If the licencee fails to pay licence retention fee on or before the due date as referred to in sub-rule (1), he 
shall be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent, of the 
licence fee for every month or part thereof up to six months, and in the event of non-payment of such fee, the 
licence shall be deemed to have been cancelled.”. 

6. In the said rules, rules 63A and 63B shall be omitted. 

7. In the said rules, in rule 64,— 

(a) the words “or renewed” wherever they occur shall be omitted; 

(b) in sub-rule (2),— 

(i) the words “or renewing” shall be omitted; 

(ii) in first proviso, the words “or renew” shall be omitted. 
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8. In the said rules, in rule 65, the words “or renewal” at both the places where they occur shall be omitted. 

9. In the said rules, after rule 65A, the following new rule shall be inserted, namely:— 

“65B. Inspection for verification of compliance. —The licensing authority shall cause inspection, by the 

Inspector appointed under the Act, of each premises licensed under this Part, to verify the compliance with the 
conditions of licence and the provisions of the Act and these rules at least once in a year.”. 

10. In the said rules, in rule 68A,— 

(a) in the marginal heading, the words “or Renewal” shall be omitted; 

(b) the words “or renewed” at both the places where they occur shall be omitted; 

(c) the words “or renewal” where they occur shall be omitted; 

(d) in sub-rule (2), clause (iii) shall be omitted; 

(e) the words “or renew” at both places where they occur shall be omitted. 

11. In the said rules, in rule 69,— 

(a) in sub-rule (1), the words “or renewal” shall be omitted; 

(b) in sub-rule (2), the words “or for the purpose of renewal of the licence” wherever they occur shall be 
omitted; 

(c) sub-rule (3) shall be omitted. 

12. In the said rules, in rule 69A, in sub-rule (1),— 

(a) the words “or renewal” shall be omitted; 

(b) the proviso thereto shall be omitted. 

13. In the said rules, in rule 71,— 

(a) in the marginal heading, the words “or renewal” shall be omitted; 

(b) the words “or renewed” shall be omitted. 

14. In the said rules, in rule 71 A,— 

(a) in the marginal heading, the words “or renewal” shall be omitted; 

(b) the words “or renewed” shall be omitted. 

15. In the said rules, in rule 71B,— 

(a) in the marginal heading, the words “or renewal” shall be omitted; 

(b) the words “or renewed” shall be omitted. 

16. In the said rules, for rule 72, the following rule shall be substituted, namely:— 

“72. Duration of licence.— 

(1) A licence issued in Form 25, Form 25B, Form 25F, Form 28, Form 28B and Form 28D shall remain 
valid if the licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry of a 
period of every succeeding five years from the date of its issue, unless, it is suspended or cancelled by 
the licensing authority. 

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for 
the grant of such licence. 

(3) If the licencee fails to pay licence retention fee on or before the due date as referred to in sub-rule (1), 
he shall be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent, 
of the licence fee for every month or part thereof up to six months, and in the event of non-payment of 
such fee, the licence shall be deemed to have been cancelled.”. 

17. In the said rules, the rules 73 and 73A shall be omitted. 
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18. In the said rules, for rule 73AA, the following rule shall be substituted, namely:— 

“73AA. Duration of loan licence.- 

(1) A licence issued in Eorm 25A, Eorm 28A and Eorm 28DA shall remain valid if licencee deposits a 
licence retention fee referred to in sub-rule (2) before the expiry of a period of every succeeding five 
years from the date of its issue, unless, it is suspended or cancelled by the licensing authority. 

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for 
the grant of such licence. 

(3) If the licencee fails to pay licence retention fee on or before the due date as referred to in sub-rule (1), 
he shall be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent, 
of the licence fee for every month or part thereof up to six months, and in the event of non-payment of 
such fee, the licence shall be deemed to have been cancelled.”. 

19. In the said rules, after rule 73AA, the following new rule shall be inserted, namely:— 

“73AB. Inspection for grant of licence and verification of compliance.- 

(1) Before the grant of licence under Eorm 25, Eorm 25A, Eorm 25B, Eorm 25E, Eorm 28, Eorm 28 A, Eorm 
28B, Eorm 28D and Eorm 28DA, the premises shall be inspected jointly by Inspectors appointed by the 
Central Government and the State Government under this Act. 

(2) The premises licensed under sub-rule (1) shall be inspected jointly by Inspector appointed by the Central 
Government and State Government to verify the compliance with the conditions of licence and the 
provisions of the Act and these rules at least once in a year.”. 

20. In the said rules, the rules 73B shall be omitted. 

21. In the said rules, in rule 75,— 

(a) in sub-rule (1),— 

(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted; 

(ii) the proviso thereto shall be omitted; 

(b) in sub-rule (2),— 

(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted; 

(ii) the second proviso thereto shall be omitted; 

(c) in sub-rule (3),— 

(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted; 

(ii) the proviso thereto shall be omitted. 

22. In the said rules, in rule 75A,— 

(a) in sub-rule (1),— 

(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted; 

(ii) the proviso thereto shall be omitted; 

(b) in sub-rule (1 A),— 

(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted; 

(ii) the proviso thereto shall be omitted; 

23. In the said rules, in rule 76,— 

(a) in the marginal heading, the words “or renewal” shall be omitted; 
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(b) in the opening portion, the words “or renewed” shall be omitted. 

24. In the said rules, in rule 76A, in the marginal heading, the words “or renewal” shall be omitted. 

25. In the said rules, rule 77 shall be omitted. 

26. In the said rules, in rule 79,— 

(a) in the marginal heading, the words “or renewal” shall be omitted; 

(b) the words “or renewed” shall be omitted. 

27. In the said rules, the rules 83, 83A and 83AA shall be omitted; 

28. In the said rules, in rule 84A,— 

(a) in the marginal heading, the words “or renewed” shall be omitted; 

(b) the words “or renew” shall be omitted. 

29. In the said rules, after rule 84B, the following new rule shall be inserted, namely:— 

“84C. Inspection for verification of compliance. —The Central Licence Approving Authority or the licensing 
authority, as the case may be, shall cause inspection of each establishment licensed under this Part jointly by the 
Inspectors appointed by the Central Government and the State Government under the Act, to verify the 
compliance with the conditions of licence and the provisions of the Act and these rules at least once in a year.”. 

30. In the said rules, in rule 85, in sub-rule (2), the words “or renewed” shall be omitted. 

31. In the said rules, in rule 138,— 

(a) in sub-rule (1), the words “or renewal” and “or for the purpose of renewal of licence” shall be omitted; 

(b) sub-rule (2) shall be omitted. 

32. In the said rules, in rule 138A,— 

(a) in sub-rule (1), the words “or renewal” shall be omitted; 

(b) sub-rule (2) shall be omitted. 

33. In the said rules, in rule 139,— 

(a) in the marginal heading, the words “or renewal” shall be omitted; 

(b) in the opening portion, the words “or renewed” shall be omitted. 

34. In the said rules, in rule 139AA,— 

(a) in the marginal heading, the words “or renewal” shall be omitted; 

(b) the words “or renewed” shall be omitted. 

35. In the said rules, in rule 139AC,— 

(a) in sub-rule (1), the words “or renew” shall be omitted; 

(b) the sub-rule (2), the words “or renewed” shall be omitted. 

36. In the said rules, in rule 139AE, the words “or renew” shall be omitted. 

37. In the said rules, for rule 140, the following rule shall be substituted, namely:— 

“140. Duration of licence. —(1) A licence issued under Form 32, Form 32A and Form 33 shall remain valid 
if the licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry of period of every 
succeeding five years from the date of its issue, unless, it is suspended or cancelled by the licensing 
authority. 
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(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for 
the grant of such licence. 

(3) If the licence holder fails to pay licence retention fee on or before the due date as referred to in sub-rule 
(1), he shall be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent, 
of the licence fee for every month or part thereof up to six months, and in the event of non-payment of such 
fee, the licence shall be deemed to have been cancelled.”. 

38. In the said rules, rules 141, 141A and 141AA shall be omitted. 

39. In the said rules, after rule 143, the following new rule shall be inserted, namely:— 

“143A. Inspection for grant of licence and verification of compliance:— 

(1) Before the grant of licence under Eorm 32, Eorm 32A and Eorm 33, the premises shall be inspected 
jointly by Inspectors appointed by the Central Government and the State Government under the Act. 

(2) The premises licensed under sub-rule (1) shall be inspected jointly by Inspectors appointed by the 
Central Government and the State Government to verify the compliance with the conditions of licence and 
the provisions of the Act and these rules at least once in a year.”. 

40. In the said rules, in Schedule A,— 

(a) in Eorm 20, Eorm 20A, Eorm 20B, Eorm 20BB, Eorm 21, Eorm 21A, Eorm 21B, Eorm 21BB, Eorm 25B 
and Eorm 32, for paragraph 2, the following paragraph shall respectively be substituted, namely:— 

“2. The licence unless sooner suspended or cancelled, shall remain valid perpetually. However, the 
compliance with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 
1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed at least once in a year.”; 

(b) in Eorm 20E, Eorm 20G, Eorm 25, Eorm 28DA and Eorm 32A, for paragraph 3, the following paragraph 
shall respectively be substituted, namely:— 

“3. The licence unless sooner suspended or cancelled shall remain valid perpetually. However, the 
compliance with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 
1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed at least once in a year.”; 

(c) in Eorm 25A, Eorm 28 and Eorm 28B, for paragraph 4, the following paragraph shall respectively be 
substituted, namely:— 

“4. The licence, unless sooner suspended or cancelled, shall remain valid perpetually. However, the 
compliance with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 
1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed at least once in a year.”; 

(d) in Eorm 25E and Eorm 28D, for paragraph 5, the following paragraph shall respectively be substituted, 
namely:— 

“5. The licence, unless sooner suspended or cancelled, shall remain valid perpetually. However, the 
compliance with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 
1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed at least once in a year.”; 

(e) in Eorm 28A, for paragraph 3A, the following paragraph shall be substituted, namely:— 

“3A. The licence, unless sooner suspended or cancelled, shall remain valid perpetually. However, the 
compliance with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 
1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed at least once in a year.”; 

(f) in Eorm 37, for paragraph 3, the following paragraph shall be substituted, namely:— 
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“3. The approval, unless sooner suspended or cancelled, shall remain valid perpetually. However, the 
compliance with the conditions of approval and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 
1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed at least once in a year.”; 

(g) in Form 19, Form 19A, Form 19AA and Form 19C, in the heading, the words “OR RENEWAL” shall 
respectively be omitted; 

(h) Eorm 21C, Eorm 21CC, Eorm 26, Eorm 26A, Eorm 26B, Eorm 26E, Eorm 26H, Eorm 33 and Eorm 33A 
shall be omitted; 

(i) in Eorm 24, Eorm 24A, Eorm 24B, Eorm 24C, Eorm 24E, Eorm 27, Eorm 27A, Eorm 27B, Eorm 27D, 
Eorm 27DA, Eorm 31 and Eorm 31 A,— 

(a) In the heading, the words “OR RENEWAL” shall respectively be omitted; 

(b) in paragraph 1, for the words “grant/renewal”, the words “grant” shall respectively be substituted; 

(j) in Eorm 25, Eorm 25A, Eorm 25B, Eorm 25E, Eorm 28, Eorm 28A, Eorm 28B, Eorm 28D, Eorm 28DA, 
Eorm 32 and Eorm 32A, in condition 1, the words, “and any certificate of renewal in force” shall be 
omitted. 

[E. No. X. 11014/6/2017-DRC] 
K. L. SHARMA, Jt. Secy. 

Footnote: The principal rules were published in the Official Gazette vide notification No. E.28-10/45-H (1) dated 
21st December, 1945 and last amended vide notification number G.S.R. (E) dated 
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